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Part 1 4+ Logging into the Annual Report System

Step 1: From the Assurance Program - Annual Report System homepage

(http://ori.hhs.gov/assurance/electronic_submission.shtml) (Figure 1) select “To access the Annual
Report System, Click here.”
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Part 1 4+ Logging into the Annual Report System

Result: Assurance Program — Annual Report System login screen appears (Figure 2)

Step 2: Enter your institution’s User ID (Institutional Profile Number, i.e. IPF number)

NOTE: If this is NOT your first time logging into the Annual Report System, and you
have forgotten your User ID and/or password go to PAGE 29 of this handbook.

Step 3: Enter your institution’s Password (IPF Number).

Office of Research Integrity

U.%., Department of Health & Human Services

HOME — ABOUT ORI— SEARCH — PRIVACY— FOIA—— CONTACT EIRI—|

Assurance Program - Annual Report System

Click Here for Instructions on How to Mavigate the ORI Annual Report System
Handbook -- PDF

User ID:
Password:

Forgot your User ID or Password? +Click here to get your User ID and Password
Return to the Assurance Program page

AR

U.5. Department of Health and Human Services
Office of Research Integrity » 1101 Woctton Parkway » Suite 730 « Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fax: (301) 594-0042
Emzil: rfreedman@osophs.dhhs.gov

Figure 2



Part 1 4+ Logging into the Annual Report System

Result: Assurance Program — Annual Report System Password Change screen appears (Figure 3).

If this is the first time logging into the Annual Report System, you will be
prompted to change your password. You will not see this screen again the next
time you log into the system.

Step 4: Enter a new password. Password must be at least six characters long and can NOT contain
your institution’s IPF number. Retype your new password to ensure correctness. Select “Save.”

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System

Change Password

Welcome to the ORI Assurance Program. This is the first time yvou
have logged into the system. You are required to change your
password, the first time you log into the system.

Old Passwaord:
MNew Password:
New Password:

-Password must be at least 6 characters long and can not contain your IPF
Mumber.

L
A _ _
hdobe Instructions for How to Complete the Annual Report on Possible

Research Misconduct

U.5. Department of Health and Human Services
Office of Research Integrity # 1101 Wootton Parkway ¢ Suite 750 « Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fax: (301) 594-0042
Emazil: rfreedman@osophs.dhhs.gov

Figure 3



Part 1 4+ Logging into the Annual Report System

Result: Password has been changed notification screen appears (Figure 4).

Step 5: Select “Click here to return to the Annual Report System Home Page.”

Office of Research Integrity

U.S%. Department of Health & Human Services

Assurance Program - Annual Report System

Your new password has been recorded.

+Click here to return to the Annual Report System Home
Page.

+Click here to Log out of the Annual Report System.

A
Adobe Instructions for How to Complete the Annual Report on Possible
Research Misconduct

U.5. Department of Health and Human Services
Office of Research Integrity « 1101 Weootton Parkway » Suite 750 « Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fawx: (301) 594-0042
Email: rfreedman@osophs.dhhs.gov

Figure 4



Part 1 4+ Logging into the Annual Report System

Result: Assurance Program - Annual Report System Home Page (Figure 5).

NOTE: The following four options are available on the home page. (This handbook will help you
navigate through these four options).

+

Review/Update Institutional Information Section

+

Submit 2005 Annual Report on Possible Research Misconduct Report

+

Manage Password

+

Log out of the Assurance Program website

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System
This system will allow you to:
+Review/Update Institutional Information
+Submit 2005 Annual Report on Possible Misconduct
+Manage your Institution's password

+Log out of the Annual Report System.

FaY . Adobe]
ainhe  Rea Instructions for How to Complete the Annual Report on Possible
Research Misconduct

U.5. Department of Health and Human Services
Office of Research Integrity » 1101 Waootton Parkway s Suite 750 # Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fax: (301) 554-0042
Email: rfreedman@osophs.dhhs.gov

Figure 5



Part 2 4+ Review/Update Institutional Information

Step 1: From the Assurance Program Home Page (Figure 6) select “"Review/Update Institutional
Information Section.”

Office of Research Integrity

U.S5. Department of Health & Human Services

Assurance Program - Annual Report System
This system will allow you to:
+Review/Update Institutional Information
+Submit 2005 Annual Report on Possible Misconduct
+Manage your Institution's password

+Log out of the Annual Report System.

Mmﬁdoﬁ
adohe R Instructions for How to Complete the Annual Report on Possible

Research Misconduct

U.5. Department of Health and Human Services
Office of Research Integrity « 1101 Wootton Parkway « Suite 750 » Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fax: (301) 594-0042
Emazil: rfreedman@osophs.dhhs.gov

Figure 6



Part 2 4+ Review/Update Institutional Information

Result: Institutional Information screen (Figure 7)
This screen allows the user to make any changes to their institution’s information.

Step 2: If there are no changes to your institution’s information select “Approve.”

NOTE: If you need to make changes to your institution’s information go to PAGE 11
of this handbook.

Office of Research Integrity

U.%., Department of Health & Human Services

Assurance Program - Annual Report System

Institutional Information

IPF: 99999999
Institution Name: Test Record
Address: 1101 Wooton Parkway
Suite 750
City: Rockville
State: MD
Zip: 20852
Country: USA
Primary Official Name: Randi Freedman
Primary Official Title: Assurance Program Manager
Primary Official Phone: 555-555-5555
Primary Official Extension:
Primary Official Fax: 555-555-5555
Primary Official Email: rfreedman@osophs.dhhs.gov

Secondary Official Name:

Secondary Official Title:

Secondary Official Phone:

Secondary Official Extension:

Secondary Official Fax:

Secondary Official Email:

Last Updated: January 7, 2006 6:32:50 PM

[ Back ][Appruve][ Edit J

Figure 7



Part 2 4+ Review/Update Institutional Information

Result: Notification screen states that your institution’s information has been updated (Figure 8).

Step 3: Select the appropriate option.

Office of Research Integrity

U.S5. Department of Health & Human Services

ORI Assurance Program

ORI has received the changes submitted. Once the changes have
heen verified, your record will be updated, and you will be informed
by ermail,

+Click here to return to the Assurance Program Home Page.

+Click here to log out of the Assurance Program,

Fa G Adobe]
aoke  Rea Instructions for How to Complete the Annual Report on Possible Research
Misconduct

.5, Cepartment of Health and Hurman Services
Office of Research Integrity 1101 wootton Parkway & Suite 750 & Rockville, MD 203852

Contack:
F.andi Freedrman, Assurance Program Manager
Fax: (301) 594-0042
Email: Hfreedmani@osophs dhhs, gav

Figure 8
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Part 2 4+ Review/Update Institutional Information

To make changes to your institution’s information

Step 1: Select “Edit.”

Office of Research Integrity

U.S5. Department of Health & Human Services

Assurance Program - Annual Report System

Institutional Information

IPF: 99989999
Institution Marme: Test Record
Address: 1101 Wooton Parkway
Suite 750
City: Rockyille
State: MD
Zipe 20852
Country; LISA
Primary Official Mame: Fandi Freedman
Primary Official Title: Assurance Program Manager
Primary Official Phone: 555-555-5555
Prirmary Official Extension:
Primary Official Fax: 555-555-5555
Primary Official Email: rfreedman@osophs.dhhs.goy

Secondary Official Mame:

Secondary Official Title:

Secondary Official Phone:

Secondary Official Extension:

Secondary Official Fax:

Secondary Official Email:

Last Updated: lanuary 9, 2006 11:16:25 PM

Back Approyve Edit I

Figure 9
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Part 2 4+ Review/Update Institutional Information

Step 2: Make any necessary changes to your institution’s record on this screen (Figure 10) and select

“Save” to save the updated information.

U.5. Department

Assurance Program -
Edit Institutional

IPF:
Institution Mame:

Address:

City:

State:

Zip:

Country:

Primary Official Mame:
Primary Official Title:
Frirmary Official Phone:
Prirmary Official Extension:
Primary Official Fax:
Prirmary Official Email:
Secondary Official Mame:
Secondary Official Title:
Secondary Official Phone:
Secondary Official Extension:
Secondary Official Fax:
Secondary Official Email:
Last Updated:

Figure 10

af

Office of Research Integrity

Health & Human Services

Annual Report System
Information

09999990
ITest Record

|1101 Wooton Parkway
|zuite 750
|R0ckvi|le
MO
|zossz
Jusa

=l

|Randi Freedrnan

I.ﬁ.ssurance Program Manager

|s55-555-5555

|555-555-5555
|r‘Freedman@osophs.dhhs.gov

anuary 9, 2006 11:16:25 PM

Back Save Cancel
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Part 2 4+ Review/Update Institutional Information

Result: Figure 11

NOTE: An email will be sent to the address on file stating that once your changes have
been verified by ORI you will be informed by email.

Step 3: Choose one of the following Options:
+ Click here to return to the Assurance Program Home Page.

+ Click here to log out of the Assurance Program.

Office of Research Integrity

U.%., Department of Health & Human Services

ORI Assurance Program

ORI has received the changes submitted. Once the changes have
been verified, your record will be updated, and you will be informed
by email.

+Click here to return to the Assurance Program Home
Page.

+Click here to log out of the Assurance Program.

T oo ] _ _
Adobe Instructions for How to Complete the Annual Report on Possible

Research Misconduct

U.5. Department of Health and Human Services
Office of Ressarch Integrity » 1101 Weootton Parkway * Suite 750 « Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fax: (301) 594-0042
Email: rfreedman@oscophs.dhhs.gov

Figure 11
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Part 2 4+ Review/Update Institutional Information

Example of an Email received after making changes to an Institution’s information (Figure 12).

File  Edit Wew Inssit  Formst  Tools  Actions  Help

Cyeeply  ffyReplyoal | ofF Forwad | S vy K e-e- 8@

From: roob@ADY-RHI-PSA, YOUR-DOMAIN-HERE .com
To: Freedman, Rand

Ce:

Subject:  Motification

Dear Ms. official

The following changes concerning your institution have been validated by ORI and are now in effect.

¥ou may verify the changes by logging onto our web site
http: ffdeverlinux001 . xcalibur. com

Current Information

IPF Number: 1234567

Institution Name: ABC Institution

Institution Address Line 1: 1234 Main Street
Institution Address Line 2:

Institution City: City

Institution Stata: MD

Institution Zip: 20852

Institution Country: USA

Official Mame: Ms, Official

Official Title: CEQ

Official Phone: SE5-S55-5ESS Exk, 100
Official Fax: S555-555-5555

Official Email{sy: rfreedman@osophs.dhhs, gov
Login ID: 1234567

Password: matthew

Thank you,

Department of Health and Human Services (HHS)
Office af Public Health and Science (OPHS)
Office of Research Integrity (ORI)

MOTE: This notification is automatically generated, Please DON'T reply to this email, it is not monitored!

Figure 12
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Part 3 + Submitting the 2005 Annual Report

This section allows you to complete your Institution’s 2005 Annual
Report on Possible Research Misconduct.

Step 1: Select the "Submit 2005 Annual Report on Possible Misconduct” link.

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System
This system will allow you to:
+Review/Update Institutional Information
+Submit 2005 Annual Report on Possible Misconduct
+Manage your Institution's password

+Log out of the Annual Report System.

L
A |
Adube Instructions for How to Complete the Annual Report on Possible

Research Misconduct

U.5. Department of Health and Human Services
Office of Research Integrity « 1101 Wootton Parkway » Suite 730 » Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fawx: (301) 594-0042
Email: rfreedman@osophs.dhhs.gov

Figure 13
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Part 3 + Submitting the 2005 Annual Report

Step 2: To submit the current year’s (2005) Annual Report on Possible Research Misconduct select
\\Add."

NOTE: If this is your first year filing an Annual Report a message will appear on the screen
indicating ORI does not have a current or previous year’s Annual Report for your Institution on
record.

Office of Research Integrity

U.%, Department of Health & Human Services

Assurance Program - Annual Report System

Annual Report on Possible Research
Misconduct

ORI does not have a current or previous year's Annual Report for
yvour Institution on Record.

To submit current year's Annual Report, Click Add.

Add
T Adobe _ _
Adobe Instructions for How to Complete the Annual Report on Possible

Research Misconduct

U.5. Department of Health and Human Services
Office of Research Integrity « 1101 Wootton Parkway * Suite 750 » Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fax: (301) 594-0042
Email: rfreedman@osophs.dhhs.gov

Figure 14
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Part 3 + Submitting the 2005 Annual Report

Result: The Confirm Institutional Information screen (Figure 15). This screen allows you to either
change or confirm your Institution’s information.

Step 3: If you choose to edit your Institution’s information, select “Edit” and make the changes. Then
select “"Ok” to save the information and proceed with completing the Annual Report. If no changes
are necessary, select the "I certify that the institution information shown above is correct and has
been verified," select “"Ok.”

Office of Research Integrity

U.5. Department

of Health & Human Services

Assurance Program - Annual Report System

Confirm Institutional Information

IPF:
Institution Name:
Address:

City:

State:

Zip:

Country:

Primary Official Name:
Primary Official Title:
Primary Official Phone:

Primary Official Extension:

Primary Official Fax:
Primary Official Email:
Secondary Official Name:
Secondary Official Title:

Secondary Official Phone:

Secondary Official
Extension:

Secondary Official Fax:
Secondary Official Email:
Last Updated:

999999499

Test Record

1101 Wooton Parkway
Suite 750

Rockville

MD

20852

USA

Randi Freedman
Assurance Program Manager
555-5355-53555

555-555-5555
rfreedman@osophs.dhhs.gov

January 7, 2000 6:22:59 PM

1 certify that the institution information shown above is

correct and has been verified.

[ ok [ Edit [ cancel |

Figure 15
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Part 3 + Submitting the 2005 Annual Report

Result: Certifying Official’s Information screen (Figure 16).

Step 4: Select “"Next” to confirm information.

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System

Certifying Official's Information

Official Name: Randi Freedman

Official Title: Assurance Program Manager
Official Phone: 555-555-5555

Official Extension:

Official Fax: 555-555-5555

Official Email: rfreedman@osophs.dhhs.gov

([ Back | [ mext |[ cancel ]

L
h‘-sec Rca‘ "dugﬁ . .
Atobe Instructions for How to Complete the Annual Report on Possible

Research Misconduct

U.5. Department of Health and Human Services
Office of Research Integrity » 1101 Wootton Parkway » Suite 750 « Rockville, MD 20852

Figure 16
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Part 3 + Submitting the 2005 Annual Report

Step 5: Select the appropriate responses (Yes or No) to the questions presented.

NOTE: If you selected “Yes"” for the second question “Has your institution received any
allegations or conducted any inquiries or investigations of allegations...,” go to PAGE 22 of
this handbook for instructions on how to complete the 2005 Annual Report on Possible
Research Misconduct and begin with Step 6.

Step 6: Select "Next” to continue completing the Annual Report.

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System

2005 Annual Report on Possible
Research Misconduct

Each institution which receives or applies for a PHS research,
research-training or research-related grant or cooperative
agreement must have established an administrative policy for
responding to allegations of research misconduct that complies with
the PHS regulation (42 CFR Part 93) and certify that it will comply
with that policy. This regulation does not cover regulated research
under the jurisdiction of the Food and Drug Administration (FDA).

Has your institution established an administrative policy for
responding to allegations of research misconduct required by the

PHS regulation?
& yes © nNo

Has your institution received any allegations or conducted any

inguiries or investigations of allegations during the reporting pernod
that (1) fall under the PHS definition of research misconduct and (2)
involve receipt of or requests for PHS funding or application for PHS

funding?
O ves @ No

[ Back ][ next ][ cancel ]

Figure 17
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Part 3 + Submitting the 2005 Annual Report

Result: 2005 Report on Possible Research Misconduct Confirmation screen (Figure 18).

Step 7: Review the information on this screen and select “Approve.”

NOTE: Once you select “"Approve,” you cannot go back and make changes to
your report. You can only review the report and print a copy for your records.

Office of Research Integrity

U.%., Department of Health & Human Services

Assurance Program - Annual Report System

2005 Report on Possible Research Misconduct
Confirmation

Certifying Official

Name: Randi Freedman Title: Assurance Program Manager
Phone: 555-555-5555 Ext:

Fax: 555-355-5555

Email: rfreedman@osophs.dhhs.gov

Each institution which receives or applies for a PHS research,
research-training or research-related grant or cooperative
agreement must have established an administrative policy for
responding to allegations of research misconduct that complies with
the PHS regulation (42 CFR Part 50, Subpart A) and certify that it will
comply with that policy. This regulation does not cover regulated
research under the jurisdiction of the Food and Drug Administration
(FDA).
Has your institution established an administrative policy for
responding to allegations of research misconduct required by the
PHS regulation?

Yes

Has your institution received any allegations or conducted any
inguiries or investigations of allegations during the reporting period
that (1) fall under the PHS definition of research misconduct and (2)
involve receipt of or requests for PHS funding or application for PHS
funding?

Mo

[ Back ][ Approve ] [ Cancel ]

Figure 18

20



Part 3 + Submitting the 2005 Annual Report

Result: Confirmation screen that your institutions completed 2005 Annual Report on Possible
Research Misconduct has been received by ORI.

Step 8: Select either log off the system or return to the Assurance Program Home Page.

NOTE: If you wish to print a copy of your institutions 2005 Annual Report, select “Click here to
return to the Assurance Program Home Page.” For instructions on how to print out your report,
see PAGE 26 of this handbook

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System

Your 2005 Report on Possible Research Misconduct was received by
ORI on January 7, 2006.

You will receive a confirmation by email when the report is verified.

+Click here to return to the Assurance Program Home
Page.

+Click here to log out of the Assurance Program.

[Vopdole |
Adobe Instructions for How to Complete the Annual Report on Possible

Research Misconduct

U.5. Department of Health and Human Services
Office of Resesarch Integrity » 1101 Wootton Parkway » Suite 750 » Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fax: (301) 594-0042
Email: rfreedman@osophs.dhhs.gov

Figure 19
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If you select “Yes" indicating your institution has received allegations or conducted any

Part 3 + Submitting the 2005 Annual Report

inquiries or investigations of allegations during the reporting period

Step 6: Select "Next” to proceed to the next screen.

Figure 20

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System

2005 Annual Report on Possible
Research Misconduct

Each institution which receives or applies for a PHS research,
research-training or research-related grant or cooperative
agreement must have established an administrative policy for
responding to allegations of research misconduct that complies with
the PHS regulation (42 CFR Part 93) and certify that it will comply
with that policy. This regulation does not cover regulated research
under the jurisdiction of the Food and Drug Administration (FDA).

Has your institution established an administrative policy for
responding to allegations of research misconduct required by the

PHS regulation?
O ves ® No

Has your institution received any allegations or conducted any

inguiries or investigations of allegations during the reporting period
that (1) fall under the PHS definition of research misconduct and (2)
involve receipt of or requests for PHS funding or application for PHS

funding?
& ves O No

[ Back ][ Mext ][ Cancel ]
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Part 3 + Submitting the 2005 Annual Report

Step 7: Select the appropriate boxes and select “"Next.”

Office of Research Integrity

U.$. Department of Health & Human Services

Assurance Program - Annual Report System
Allegations

Please provide the requested information for each incident of
alleged misconduct that involved a request for or receipt of PHS
funds that fell within the PHS definition of research misconduct,
Flease note that, in accordance with section 50.103(d)(4), all
investigations are to be reported to the Office of Research Integrity
(ORI} before or immediately upon commencement of the
investigation.

PLEASE NOTE: For each incident of alleged research misconduct
resulting in an allegation, ingquiry, and/or investgation at your
institution: (1) provide the ORI case number, if assigned; {2) check
the type of activity (allegation, inquiry, and/or investigation - may
include maore than one activity type for each repaorted incident); and
(3) check the type of misconduct involved with each activity (may
include more than one type of misconduct). Attach a separate sheet
if additional space or clarification is required.

Do MNOT include any alleged fiscal misconduct, hurman or animal
subject abuses, conflicts of interest, or violations of FDA regulated
research,

1. Activity continued into 2005:

Incident OLIE (e E
Number, Type of Activity Type of Misconduct
Number R
if assigned
Other
Fabrication Falsification Plagiarism Serious
Deviations

1. [zona-1234 W Inquiry O ¥ O O

[T Investigation O O O O

z, [ inguiry O O O O
[T Investigation O O O O

3. [ Cinguiry O O O O
[T Investigation O O O O

2. Activity begun in 2005:

Incident OLIE (e E

Mumber, Type of Activity Type of Misconduct
Number R
if assigned
Other
Fabrication Falsification Plagiarism Serious
Deviations

1. [zo0a-s678 ¥ sllegation ¥ ¥ W O
¥ Inquiry I v = O
¥ Investigation I I v O

2, | [ allegation O O O O
[ Inquiry O O O O
[ Investigation O O O O

3, | [ allegation O O O O
[ Inquiry O O O O
[ Investigation O O O O

Back | Mext I Cancel I

Figure 20
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Part 3 + Submitting the 2005 Annual Report

Result: 2005 Annual Report on Possible Research Misconduct confirmation screen (Figure 22).

Step 8: Select "Approve” to proceed to the next screen (if you need to make any changes select
“Back”).

Office of Research Integrity

U.S5. Department of Health & Human Services

Assurance Program - Annual Report System

2005 Report on Possible Research Misconduct
Confirmation

Certifying Official

Name: Randi Freedman Title: Assurance Program Manager
Phone: 555-555-5555 Ext:

Fax: 555-555-3555

Email: rfreedman@osophs.dhhs.gov

Each institution which receives or applies for a PHS research,
research-training or research-related grant or cooperative
agreement must have established an administrative palicy for
responding to allegations of research misconduct that complies with
the PHS regulation (42 CFR Part 50, Subpart A) and certify that it will
comply with that policy. This regulation does not cover regulated
research under the jurisdiction of the Food and Drug Administration
(FDA).

Has your institution established an administrative policy for
responding to allegations of research misconduct required by the
PHS regulation?

No
Has your institution received any allegations or conducted any
inquiries or investigations of allegations during the reporting period
that (1) fall under the PHS definition of research misconduct and (2)
involve receipt of or requests for PHS funding or application for PHS
funding?

Yes
Please provide the requested information for each incident of
alleged misconduct that involved a request for or receipt of PHS
funds that fell within the PHS definition of research misconduct.
Please note that, in accordance with section 50.103(d)(4), all
investigations are to be reported the Office of Research Integrity
(ORI) before or immediately upon commencement of the
investigation.
PLEASE NOTE: For each incident of alleged research misconduct
resulting in an allegation, inguiry, andfar investigation at your
institution: (1) provide the ORI case number, if assigned; (2) check
the type of activity (allegation, inguiry, and/for investigation - may
include more than one activity type for each reported incident); and
(3} check the type of misconduct involved with each activity (may
include more than one type of misconduct), Attach 3 separate sheat
if additional space ar clarification is required.

Do NOT include any alleged fiscal misconduct, human or animal
subject abuses, conflicks of interest, or violations of FDA regulated
research.

1. Activity continued into 2005:

Incident O
MNumber, Type of Activity Type of Misconduct
Number . B
if assigned
Other
Fahrication Falsification Plagiarism Serious
Deviations
1, 2004-1234 % Inquiry x
2N
3
2. Activity continued into 2005:
Incident O
MNumber, Type of Activity Type of Misconduct
Number . B
if assigned
Other
Fahrication Falsification Plagiarism Serious
Deviations
1, 2004-5678 x allegation B4 x x
® Inquiry kY x x
* Inwestigation X x x
2N
&k
Back Approve Cancel

Figure 22
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Part 3 + Submitting the 2005 Annual Report

Result: Your Institution’s 2005 Annual Report on Possible Research Misconduct has been
submitted to ORI.

Step 9: Select “Click here to return to the Assurance Program Home Page” to print a copy
of your 2005 Annual Report for your records.

Office of Research Integrity

U.%. Department of Health & Human Services

Assurance Program - Annual Report System

Your 2005 Report on Possible Research Misconduct was received by
QORI on January 9, 2006,

You will receive a confirmation by email when the report is verified,
+Click here to return to the Assurance Program Home Page,

+ Click here to log out of the Assurance Program.

&
BT _ _
Adube Instructions for How to Complete the Annual Report on Possible Research
Misconduct

U. S, Department of Health and Hurman Services
Office of Research Integrity « 1101 Wootton Parkway ¢ Suite 750 ¢ Rockville, MD 20252

Contach:
F.andi Freedrman, Assurance Program Manager
Fax: [301) 594-0042
Ernail: freedrman@osophs.dhbs gov

Figure 23
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Part 4 + Printing the 2005 Annual Report

Step 1: Select "Review 2005 Annual Report on Possible Misconduct.

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System
This system will allow you to:
+Review fUpdate Institutional Information
+Review 2005 Annual Report on Possible Misconduct
+Manage your Institution’s password

+Loq out of the Annual Report System,

h‘mﬁdﬂ ,

niohe __ Real Instructions for Howt to Complete the Annual Report on Possible Research
Misconduct

U.5. Departrent of Health and Hurnan Services
Office of Research Integrity « 1101 Waoottan Parkway # Suite 750 # Rockville, MD 20852

Contack:
F.andi Freedman, Assurance Program Manager
Fax: (301) 594-0042
Ermail: Hreedrman@ozophs. dhhz. gow

Figure 24
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Part 4 + Printing the 2005 Annual Report

Step 2: Select "2005 Report.”

Office of Research Integrity

U.S. Department of Health & Human Services

Assurance Program - Annual Report System

Annual Report on Possibhle Research
Misconduct

Feview Annual Reports:
+2005 Report

Back |

=
h‘-aerm" Ld“EJ . .
Adobe Instructions for How to Complete the Annual Report on Possible Research
Misconduct

U. 5, Department of Health and Hurnan Services
Office of Research Integrity + 1101 %Wootton Parkway # Soite 750 ¢ Rockvuille, MD 20852

Contack:
R.andi Freedrman, Assurance Program Manager
Fax: [201)] 594-0042
Email: freedman@osophs. dhhs. gow
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Part 4 + Printing the 2005 Annual Report

Step 3: Select "“Print View"” to print a copy of your Annual Report. From your browser’s
window, select “File” then “Print.”

Office of Research Integrity

U.S. Department of Health & Human Services

Assurance Program - Annual Report System
2005 Report on Possible Research Misconduct

Certifying Official

Name: Randi Freedman Title: Assurance Program Manager
Phone: 555-555-5555 Ext:

Fax: 555-555-5555

Email: freedman@osophs.dhhs.gov

Each institution which receives or applies for a PHS research,
research-training or research-related grant or cooperative
agreement must have established an administrative policy for
responding to allegations of research misconduct that complies with
the PHS regulation (42 CFR Part 50, Subpart A) and certify that it will
comply with that policy. This regulation does not cover regulated
research under the jurisdiction of the Food and Drug Administration
(FDA).

Has your institution established an administrative policy for
responding to allegations of research misconduct required by the
PHS regulation?

No

Has your institution received any allegations or conducted any
inquiries or investigations of allegations during the reporting period
that (1) fall under the PHS definition of research misconduct and (2)
involve receipt of or requests for PHS funding or application for PHS
funding?

Yes
Please provide the requested information for each incident of
alleged misconduct that involved a request for or receipt of PHS
funds that fell within the PHS definition of research misconduct.
Please note that, in accordance with section 50.103(d)(4), all
investigations are to be reported to the Office of Research Integrity
(ORI} before or immediately upon commencement of the
investigation.

PLEASE NOTE: For each incident of alleged research misconduct
resulting in an allegation, inquiry, and/or investigation at your
institution: (1) provide the ORI case number, if assigned; (2) check
the type of activity {allegation, inquiry, andfor investigation - may
include more than one activity type for each reported incident); and
(3) check the type of misconduct involved with each activity (may
include more than one type of misconduct). Attach a separate sheet
if additional space or clarification is required.

Do NOT include any alleged fiscal misconduct, human or animal
subject abuses, conflicks of interest, or violations of FD regulated
research.

1. Activity continued into 2004:

Incident (S 1E
Mumber, Type of Activity Type of Misconduct
Number , B
if assigned
Other
Fabrication Falsification Plagiarism Serious
Deviations
1. 2003-1234 Inguiry X
Investigation
2. Inguiry
Investigation
3. Inguiry
Inwestigation
2. Activity begun in 2004:

Incident el et q
Number _Num_her, Type of Activity Type of Misconduct
if assigned
Other
Fabrication Falsification Plagiarism Serious
Deviations
1. 2004-5678 allegation X X *
Inguiry s s "
Investigation s s "
2. Lllegation
Inguiry
Investigation
3. Allegation
Inguiry
Investigation

Figure 26

28



Part 5 + What to Do if you Forget the User ID and/or Password.

Step 1: If you have forgotten your User ID and/or password, select the “Click here to get your
User ID and Password” link (circled in red).

Office of Research Integrity

U.5. Department of Health & Human Services

HOME — ABOUT ORI— SEARCH — PRIVACY— FOIA—— GONTACT DRI—|

Assurance Program - Annual Report System

Click Here for Instructions on How to Navigate the ORI Annual Report System
Handbook -- PDF

User ID: |
Password:l

Login |

Forgot your User ID or Password?™ Click here to get your User ID and Password

Return to the Assurance Program page

AR

.5, Departrment of Health and Hurman Services
Office of Research Integrity » 1101 Wootton Parkway » Suite 750 « Rockville, MD 20252

Contack:
Randi Freedrnan, Assurance Program Manager
Fasx: [301) S94-0042
Ermail: Hreedman@osophs dhhs gov
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Part 5 + What to Do if you Forget the User ID and/or Password.
You will be prompted at this screen (Figure 28) to enter in your IPF number, email address and
Institution Name.
Step 2: Enter as much information as you can remember.

Step 3: Select "Get Login.” (An email will be automatically generated to the user’s email address on
file with ORI.)

Office of Research Integrity

U.S%. Department of Health & Human Services

ORI Assurance Program

If you are a registered user of the ORI Assurance Program, but
have forgotten your User ID and/or Password, you can enter any of
the following information to have your login information emailed to
the registered official email address(s).

IPF: [29933303 |
Official Email | |
Address:

Institution Name: [Test |

[ Get Login ][ Cancel ]

Y . Adobe _ _
Adobe Instructions for How to Complete the Annual Report on Possible Research
Misconduct

U5, Department of Health and Human Services
Office of Research Integrity » 1101 Wootten Parkway » Suite 750 = Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fax: (301) 594-0042
Email: freedman@aosophs.dhhs.gov

Figure 28
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Part 5 + What to Do if you Forget the User ID and/or Password.

Result: Password notification change screen (Figure 29) indicating an email has been sent
to the email address ORI has on file for your institution.

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System

An email with the current Login ID and Password for your
organization has been sent to the email address(s) in our records.

If you do not recieve this email within a reasonable time, please
contact rfreedman@osophs.dhhs.gov

+Return to Login Screen

Maerﬂdube! J
sobe  Real Instructions for How to Complete the Annual Report on Possible Research
Misconduct

U5, Department of Health and Human Services
Office of Research Integrity = 1101 Wootton Parkway » Suite 750 = Rockville, MD 20852

Contact:
Randi Freedman, Assurance Program Manager
Fax: (301} 594-0042
Email: freedman@osophs.dhhs.gov

Figure 29
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Part 5 ¢+ What to Do if you Forget the User ID and/or Password.

Example of an email that is automatically generated to the user’s email address on file with
ORI (Figure 30).

©) https://mail.psc.gov - Log In Information - Mozilla Firefox |'._||'E|[5__<|
File Edit Wiew Go Bookmarks Tools Help

EAE- AR R SRS AR

From: Freedman, Randi M. (OPHS)

To: Freedman, Randi M. (OPHS)

Ce:

Subject: Loz In Information

Sent: 11072006 2:50 PM Importance: Normal
Dear

Per vour request yvour login information is: E X A M P |— E

User D 90000000
Password: 88588888

For security, store vour password in a safe place and delete this email.
Thank vou,

Department of Health and Human Services (HEHS)

Office of Public Health and Science (OPHS)
Office of Research Integrity (ORI}

WNOTE: This notification is automatically generated. Please DONT reply to this email, it is not monitoredFrom:
tfreedman@ osophs.dhhs zov

Figure 30
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Part 6 4+ Logging out of the Annual Report System

Select either:
+ Click here to go to the ORI website, or

+ Click here to return to Login Screen

Office of Research Integrity

U.5. Department of Health & Human Services

Assurance Program - Annual Report System
Your Institutional information has been approved.
+Click here to return to the Assurance Program Home Page.

+Click here to Log out of the Assurance Program.,

FNoufdobe] |
Adobe Instructions for How to Complete the Annual Report on Possible Research
Misconduct

U.5. Departrnent of Health and Hurmnan Services
Office of Research Integrity « 1101 Waootton Parkway  Suite 750 ¢ Rackville, MD 20852

Contack:
Fandi Freedrman, Assurance Program Manager
Fasx: (301) 594-0042
Ernail: Hreedrnan@oszophs.dhhz. gow

Figure 31
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